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COMBINED DECLARATION FOR UTILITY OR DESIGN PATENT APPLICATION 
AND POWER OF ATTORNEY EXECUTED BY ASSIGNEE FOR REISSUE APPLICATION 



^ Declaration Submitted with Initial Filing OR 

Declaration Submitted after Initial Filing (surcharge (37 CFR 1.16(e)) required) 

As a representative for the assignee, I hereby declare that: 

I believe the named inventors to be original, first, and joint inventors of the subject matter which is claimed and for 
which a reissue of U.S. Patent 6,1 14,397 (hereinafter "the original patent") is sought on the invention entitled: 



GOSSYPOL FOR THE TREATMENT OF CANCER 



the specification of which: 

^ is attached hereto. 

I I was filed on as Application No. and was amended on (if applicable). 

□ was filed by Express Mail No. as Application No. not known yet, and was amended on 

(if applicable). 

I I was filed on as PCT International Application No. PCT/ and was amended on 

(if any). 



I have reviewed and understand the contents of the specification identified above, including the claim(s), as 
amended by any amendment referred to above. 

I acknowledge the duty to disclose information which is material to patentability as defined in 37 CFR 1.56, 
including for continuation-in-part applications, material information which became available between the filing date 
of the prior application and the national or PCT international filing date of the continuation-in-part application. 

Foreign priority benefits are claimed under 35 USC 1 19(a)-(d) or (f), or 365(b) of any foreign application(s) for 
patent, inventor's or plant breeder's rights certificate(s), or 365(a) of any PCT international application(s) 
designating at least one country other than the United States of America, listed below and have also identified 
below, by checking the box, any foreign application(s) for patent, utility model, design registration, inventor's or 
plant breeder's rights certiflcate(s), or any PCT international application(s) designating at least one country other 
than the United States of America filed by me on the same subject matter and having a filing date before that of the 
application(s) from which the benefit of priority is claimed. 
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The original patent is believed to be wholly or partly inoperative or invalid by reason of the patentees claiming, 
without deceptive intent, more than the patentees had the right to claim in the patent. Specifically, the independent 
claims 1 and 8 of the original patent encompass the use of racemic gossypol to treat cancer in a human. However, it 
has recently been discovered that the post-operative administration of racemic gossypol to patients, following 
surgical resection of bladder tumors, was disclosed in a prior art reference unknown to patentees during the 
prosecution of the original patent. The prior art reference is an article in a Russian medical journal, namely 
Yerukhimov et al., "Treatment of Bladder Tumors with Gossypol and Ionol in Combination with Surgical 
Intervention," Voprosy Onkologii XII (1966). The prior art reference and the aforementioned error were discovered 
after issuance of the original patent. 

All errors being corrected in the reissue application up to the time of filing of this declaration arose without any 
deceptive intention of the part of the patentees. 

The assignee hereby appoints the National Institutes of Health, Office of Technology Transfer, 6011 Executive 
Blvd., Ste. 325, Rockville, Maryland 20852-3804, Telephone (301) 496-7056, as Principal Attorneys to prosecute 
this application and transact all business in the U.S. Patent and Trademark Office connected therewith: Customer 
Number 05318. 



Please recognize Leydig, Voit, & Mayer, Ltd. as Associate Attorneys in this case: Customer Number 23460. 



Please direct correspondence concerning this application to Leydig, Voit & Mayer, Ltd.: Customer Number 23460. 



I have reviewed the assignment records and certify that, to the best of my knowledge and belief, title of the original 
patent is vested in the United States of America as represented by the Secretary of the Department of Health and 
Human Services, as evidenced by the assignment recorded on August 28, 1990, beginning at Reel 5416, Frame 
0858, of the Assignment Division Records in the U.S. Patent and Trademark Office. 

I am authorized to sign this document on behalf of the assignee, inasmuch as the National Institutes of Health, 
Office of Technology Transfer, has been duly delegated responsibility for patent matters under the authority of 
DHHS Secretary Louis W. Sullivan's May 21, 1991, memorandum published in the Friday, June 7, 1991, Federal 
Register Notices at Vol. 56, Pages 2641 8-26419 (copy attached). 

I declare that all statements made herein of my own knowledge are true, that all statements made on information and 
belief are believed to be true, that these statements were made with the knowledge that willful false statements and 
the like so made are punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of the United 
States Code, and that such willful false statements may jeopardize the validity of the application or any patent issued 
thereon. 



05318 



23460 



23460 





Richard U. Rodriguez, Reg. No. 45,9$ 
Supervisor, Cancer Group 
Office Of Technology Transfer 
National Institutes of Health 
601 1 Executive Boulevard, Suite 325 
Rockville, MD 20852-3804 
US 
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PATENT 

Attorney Docket No. 22501 1 
DHHS Reference No. E-133-1990/0-US-03 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re Application of: 



Reissue of U.S. Patent No. 6,1 14,397 



Flack et al. 



Issued: September 5, 2000 



Application No. Unassigned 



Art Unit: Unassigned 



Filed: Herewith 



Examiner: Unassigned 



Assigned to: The United States of America as represented by the Secretary of the 
Department of Health and Human Services 



For: 



GOSSYPOL FOR THE TREATMENT OF CANCER 



CONSENT OF ASSIGNEE AND 37 CFR 3.73(b) STATEMENT 



Mail Stop Reissue 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Dear Sir: 

THE UNITED STATES OF AMERICA, AS REPRESENTED BY THE SECRETARY 
OF THE DEPARTMENT OF HEALTH AND HUMAN SERVICES, the assignee of the entire 
right, title and interest in the above-referenced United States patent, hereby consents to the 
reissue thereof, application for which is being filed herewith. Title is vested in the name of 
THE UNITED STATES OF AMERICA, AS REPRESENTED BY THE SECRETARY OF 
THE DEPARTMENT OF HEALTH AND HUMAN SERVICES, by virtue of the assignment 
recorded on August 28, 1990, at Reel 5416, Frame 0858, as evidenced by the Notice of 
Recordation of Assignment for U.S. Application No. 07/551,353 (the application to which the 
instant patent claims priority) submitted herewith. 



The person whose signature appears above is authorized to sign this document on behalf of the 
assignee, inasmuch as the National Institutes of Health, Office of Technology Transfer, has been duly 
delegated responsibility for patent matters under the authority of DHHS Secretary Louis W. Sullivan's 
May 21, 1991, memorandum published in the Friday, June 7, 1991, Federal Register Notices at Vol. 
56, Pages 26418-26419. 





Richard U. Rodriguez, Reg. No. 45,^80 & 
Supervisor, Cancer Group 
Office Of Technology Transfer 
National Institutes of Health 
601 1 Executive Boulevard, Suite 325 
Rockville, MD 20852-3804 
US 



DEPARTMENT OF HEALTH & HUMAN SERVICES 



Public Health Service 
National Institutes of Health 



February 2, 2004 



Office of Technology transfer 
National Institutes of Health 
601 1 Executive Boulevard 
Rockville, MD 20852 



Nicholas P. Godici 

Commissioner for Patents 

U.S. Patent and Trademark Office (USPTO) 

2121 Crystal Drive 

Crystal Plaza #2 - Suite 9 1 0 

Arlington, Virginia 22202 

Re: Delegation of Authority for Certain Patent Administration and Prosecution Activities 

Dear Sir: 

Effective this date and acting under the authority set forth in DHHS Secretary Louis W. 
Sullivan's May 21, 1991 memorandum appearing in the Friday, June 7, 1991 Federal Register 
Notices at Volume 56, Number 1 10, pages 2641 8-26419 (copy attached), I authorize: 

Astor, Marlene (Reg. No. 46,005); 
Berkley, Dale (Reg. No. 42,319); 
Ferguson, Steven (Reg. No. 38,448); 
Finley, Stephen (Reg. No. 36,357); 
Haight, James C. (Reg. No. 25,588); 
Joyce, Catherine M. (Reg. No. 40,668); 
Kim, John Peter (Reg. No. 38,5 1 4); 
Kindra, Jasbir (Reg. No. 41,1 15) 
Pontzer, Norbert (Reg. No. 40,777); 
Rodriguez, Richard U. (Reg. No. 45,980); 
Rucker, Susan S. (Reg. No. 35,762); 
Sadowski, David R. (Reg. No. 32,808); 
Schmickel, David (Reg. No. 40,270); 
Shmilovich, Michael A. (Reg. No. 45,634); and, 
Spiegel, Jack (Reg. No. 34,477) 

to exercise full authority in United States or International patents or patent applications in which 
the Government of the United States of America, as represented by the Secretary, Department of 
Health and Human Services, is an applicant or has an ownership interest with respect to the 
following: 

□ Signing original, associate, or substitute powers of attorney before the U.S. or 
International Authorities; 

□ Signing Request Forms, Demand Forms, and other documents filed in applications 
before the International Authorities; 
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□ Signing assignee's consent to changes in inventorship; 

a Signing papers required from an assignee in connection with an application for Re-issue 
and/or Re-examination of a patent; 

□ Signing ter minal disclaimers including, but not limited to, terminal disclaimers to obviate 
obviousness-type double patenting rejections; and, 

□ Signing all documents before the USPTO, either as the U.S. National Office or as a 
designated Receiving Office under the Patent Cooperation Treaty that can be signed by 
an assignee in patent matters. 

Sincerely, 

Mark L. Rohrbau^CPh.D., J.D. 
Director 

(Reg. No. 43,055) 



Attachment 



cc: 

James J. Groody (PTO) 
OTT Staff 



Citation 

56 26418-02 

1991 wr. 300168 ( F, R . ) 

(CJLt* 69; 56 FR 26416) 



Found Document 



Rank 1 of 2 



Datahajfl 
FR 



NOTICES 

DEPARTMENT OF HEALTH AMD HUMAN SBRYICES 

Office of tho SQcrotary 

orrice o£ th« General Counsel, Statement o* Organization, Function* and 

Delegations of Authority 

rriday, June 7, 1991, 

«^2r? / l/ti i S h 5f t ! S AG , t0 « ice ** the General Counsel, Of fice of the 
SS2r«v Statement of Organisation, ^notions, and Delegations of 

f» 3 y . ° °Wnt of Health and llumnh Services. (38 W 17033/ June 20, 

i?oni »"*nuw* mom* recently in pertinent part At 35 FR 17500, April 23; 
1990), ond part H, chapter HN (National Institute* of With, Public Health 

ft X 55 C ™ r" 9 ; ?o y ?2: 1975 ' " amondCd mo " WCMly in iert±"it part 

at 55 FR 3j366, August 29,. 1990), axe atnenotid t.o : • • 

«i 3 ,lr.?!, l6Z r < ,:he D *P art,B<! »t Patent Officer (AG. 35) and transfer patent 
«r^^^?^» n .n d J ro "»««"on responsibilities. from this officer to the 0££ico 
of Technology Transfer (HNAfl 32). Office of Intramural : ww w {HNA«)> Office of 

iSi"r?S. BQ KX ?, J SRil'S'W ° f the <»*»>>• National inatit"^ of 

" ( n i AC Health ^Service (H), Patent administration and prosecution 
O »loBni»«ri "? "Ath peuenr. H«r*nsin y funotiona within I >in«l2 

NIH organization entity U, order to improve program and veaouxce management 

n-T J^^V^fw* J" 8 ?*} K * rv *«s of the Department- Patent Officer (AG, 3S> in 
trl " ealth WvUion (AC. 22. 6), o.rrice of the General Counsel, Office Of 

the sacmuacy, and update the functional otatenient for the Pnhlie Health ' 
nivi*it»i to reflect its responsibilities more accurately. 

Office of the Secretary 

Under Chapter AG, Office of the General Couno.l. sections AG 3S iBeoa t .t ni .«i- 
Patent Officer) and AG, 22. 6 (Public Health »i vision) , delete iS-S^PS 

p^??r«* ilV tb ? ix ? nt i«tV •"«» substitute, the following; " ° nd 

leotl £^2? <AC - 22 S >: Th * Healih DivLion aball provide 

ihl luZITZ ?ttl n * lud * n « Went legal services, for programs administered by 
ott±Tt t l! i th service :<exce P fc the rood and Drug Adminietration) . l.g ° the 
thl ZZmL «! ^K X 2 ta "? ee « c « a *-y f"' Health, and the agsnc-lea and ofrJei of 
T r a%:fer i fnr?nrPe? Bn r^or?o y e Laro n "»> ' ° £fi " «* Technology : 

Poblic Health Service 
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S6 fTv 26418-02 _ 
(Clto aa: 56 7R 26416, *264ie> 

Under Chapter- HW, National Institutes, of Health,. Section HNA, oriice of the 
Director, Office of Intraiimxal Affairs (HNA43),. add the following title and 
statement : 

Office of Technology Transfer (WNA437) . (1) Develop* policy and procedures for 
»IH, ADAMKA, and CDC to follow for- th* Jjuplemancatlon of Cooperative; IXeseerch 
and Development Agreements (CRADAs) , potent iicenceg, ond other technology 
itwitffers; (2/ imple/nonte V»r.«nt Policy BoanJ decisions and policiito* (3) 
dr»fts f negotiates, and periodically .revises model forms and agreemonta/ <4) 
providco advice to XCDs on problem licensee and agreement*/ (5) develop? policy 
statements on various leOinology transfer issues such as conflicts of interest;. 
(6) trick* the ott budget and. prepares an annual status report to the NIH Office 
of the Director; (7) provider coordination and management of goals, functions, 
and operations of the Technology' Management Branch, technology Licensing Branch, 
and the Technology Transfer Coordination Branch-; (8) coordinates and provides 
planning and liaison support for +26419 international -CRADAs and technology 
transfers; {9) creates and Implements . special programs relating to technology 
tronsfer by State and local governments and universities; ; (10) drafts and 
present* Congressional testimony, and drafts technology transfer -related 
response* to other Congressional inquiries; (11) provides operational 
management activities; (12) assists the Office of the General Counsel (OCC) in 
evaluating p*r*nr- related lit iga Lion iiattcra; . (13) in consultation with OC5C . 
and the involved agency component, as appropriate, negotiates settlements on 
contested matters with licensees or ocher parties involved with NIH, ADAMNA, and 
CDC in technology transfer or utxlizatAnn matters; (34) /gpr^fnrs the NIH, . . 
AOAMHa, and CDC in technology transfer or utilization matters; (15) represents 
the above agencies at o variety of professional conferences and other public 
fora; (16) investigates apeclei issues; (17> eyelutes the need for end 
develops new pxegrems .in technology management, and technology transfer for the 
above agencies/ (iO) develops . 1 iceneing strategies for NJH/ADAMHA/CDC 
intramural and CP ADA inventions-; {19) negotiates licenses and other technology 
transfers; t?0) works with scientist, inventors, contract attorneys and others 
in preparing patent application© and prosecvtlng these, applications «it the 
Patent Office level? (21) handles Ir.f riftgements in consultation with'- 'the OGC at 
•fchw PatMiit office ievoi; and {7.7) m*k** recommendations to the pGC tor. referral 
of matters to the Department of Justice. 

Dated: May 21, 19*1; 

Louis W. Sullivan. . . 

.■ ■ 
Secretary./ ' 

[F* Doc. 51-13483 Plied 6-6-S>l/ 0H5 tun) 
Bjr.7»7n<3 CODE 43 50-04-H 

$6 Fft 26418-02, 1991 WL, 300166 (T^R.) 
END OF DOCUMFJ^T 
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